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Dear Mr. Schassburger: 

EPA reviewed the July 30, 1993, letter report prepared by Dr Richard Gilbert whch 
descnbes and illustrates a process for companng envvomental data to background data at 
the Rocky Flats Plant We received the September 2,1993 revlsed figure for Task 4 of the 
report. Our enclosed comments (Enclosure 1) are based on these two documents. 

EPA accepts the recommendabons of Dr Gilbert and is ready to begin worlang with 
DOE, its contractors, and CDH to mplement the recommendabons immedately Most of 
our comments concern the dews  of Implementafion Achevmg consensus on these de- 
is the major task ahead. We urge DOE to begm and to carefully manage th~s process. As 
Dr. Gdbert suggests, statsbcians should be full team members and participate in the 
discussions. We have enclosed a hst of items we feel are the major topics on whch to reach 
consensus (Enclosure 2) Our pomt of contact on this matter IS Borne Lavelle, 
(303) 294-1067. 

Enclosures 

Martin Hestmark, Manager 
Rocky Flats Project 

cc: Gary Baughman, CDH 
Joe Schieffelin, CDH 
Bruce Thatcher, DOE 
Dems Smth, EG&G 
W e  G ~ ~ e c k i ,  8HWM-HW 
S u m  Gnffin, 8HWM-SM 
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GENERALCOMMENTS 

Overall, the report is outstanding. It succinctly outlines a comprehensive piua&gm 
for the background analysis of morganic chemicals at RFP. It is obwous that the multmered 
approach, hcoxporating specific data quahty objecbves, presentahon and graphic analysis, 
and a senes of SIX statutical tests has been well thought-out and all possible scenarios 
considered and problems anbcipated It directly addresses the predominant contentious and 
dwisive issue, the proper apphcation of the upper tolerance h u t  (UTI,) approach that has 
been advanced by DOE 

On a purely technical level, the approach is well-balanced. However, the report 
appears to be overly concerned with possible Type I or false positive emrs and not as 
concerned with Type II or false negative errors From a risk assessment standpornt, a "ype 
I error can be easily managed if it is unknowingly included in the risk assessment smce the 
analysis can be revisited and professional judgment applied if the risk assocliLted with the 
chemical in quesbon proves unacceptable In contrast, a Type II error m o t  be so a l l y  
managed. If a Qpe II error is made, the chemical wdl be hcorrectly elirmnated early in the 
COC selechon process and will not be further considered. Although it is desuable to 
mlnimize or eltminate both types of errors from the analysis, from a pubhc health 
perspectwe it is preferable to make a Type I error. Chemicals included 1x1 the risk 
assessment from a Type I error will not automatidy be remednted. EPA recommends that 
for nsk assessment, samphg designs should spec@ the pmbabdity of a Type I emr as 20% 
or less and the probabihty of a Type 11 error as 10% or less. This is an important item to 
reach consensus on between EPA, CDH, and DOE 

One ad&honal problem that is not addressed m Dr Gdbert's report, perhaps because 
it was outside the scope of work, mvolves data aggregabon. This IS a fundamental issue that 
has yet to receive the proper amount of focused attention Without an estabbhd 
methodology for aggregating data withln Merent environmental medn, the tune and effort 
expended m executmg the sophsticated statistical approach presented m this reqort will be 
mspent Although the report touches on some aspects of this broad problem, it does not 
dmxtly Qscuss the issue. Therefore, EPA, CDH, and DOE need to address it 

Xf the agencies can agree that the above concerns wlu be addressed, the background 
analysis approach developed by Dr. Gdbert provides a well-balanced methodology that will, 
If implemented properly, lead to a robust background analysis. Th~s objective, scientific 
approach wdl result m venfiable conclusions, e w t e  the review and comment penod, and 
prevent an overrehce on professional judgment 
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SPECIFIC COMMENTS 

1 Page 2. Se venth BulIeL It is suggested that the Same field samplmg and laboratory 
procedures be used for both background and site data. The statement should be 
extended to mclude data aggregat~on. Past review of RFP data from operable units 
showed mconslstencies m the methodology used to aggregate data Problems 
encountered at this phase will be magmf'ied at later stages of the background analysis. 

2. Page 4. Task 1. Obs emation 1. Third Bullet Thrs statement suggests that 
background analysls should be the mitd step in SeleCting COCs This is consistent 
with the COC selecbon methodology developed for Rocky Flats by DOE, EPA, and 
CDH However, m order to manage DOE'S effort in background comparisons, we 
pomt out that it IS not necessary to carry all chemcals through an elaborate, time- 
consummg stat~shcal analysis if they can be elmmated as essential nutnents or as 
infrequently detected chemicals It may be more cost-effectwe and e m t i o u s  to 
sunply e b a t e  chemcals on the basis of these two p r e m a r y  cnteria than to 
conduct a background analysis only to elirmnate them later based on the background 
analysis We suggest that DOE consider thn m the development of a plan to 
implement Dr. Gilbert's approach 

3. Page 5. Task 1. Obs ervation 4. Seco nd Bullet This statement expressed concern 
about measurements that are less than the contract requved detechon h t s  (CRQL) 
but above mstrument detection lirmts (IDL). Accordmg to Ruk Assessment Guidance 
for Superfund, Human Health Evaluabon Manual, Volume I, Part A , these 
measurements should be "J" coded and mtexpreted as estmated values. They should 
not be viewed as nondetected chemcals If they are currently classrfied as nondetect 
chemcals m the RFP background geochermcal report, the entrre vahdation process 
currently m place should be reevaluated 

4 ge 9. Paragraphs 3 an  d 4, The essence of thrs hscussion is that a hot measurement 
concentxatIon should serve as a "safety net" that can prevent "hot spots" from 

passmg U M O ~ N X ~  m a nsk assessment It should be noted that this need has been 
previously recogmzed and was addressed m the onginal flow chart devised during the 
summer 1992 meetings involvmg P A ,  DOE, and CDH At that t h e ,  it was agreed 
that a risk-based concentmtIon (RBC) would effectwely serve as the "hot 
measurement." Although a UTL has some u ~ t y  in idenwing hot spots, there is no 
need to conduct a lengthy analysis If the hlghest detected concentrations do not exceed 
a predeterrmned RBC and pose no unacceptable human health nsks. Thus, it is 
possible to have measurements above the UTL but below an RBC m which case there 
would be httle reason to consider the chemical further 

5 Page 10. Third and Fourth Bullet This statement refers to lowenng the potentul for 
a 'Qpe I, false posibve error by using a 99 percent UTL on the 99 percentile. 
However, thls concern is not properly balanced agamst the potenhal for a 'Qpe II 

3 



error. A false negative could have profound consequences on the nsk assessment and 
subsequent remedy selected for the site. 

6 Page 11. Second P a r a m  This paragraph suggests that data quallty objectives 
(DQOs) be established at the design stage of the studies. Although this is a relevant 
comment XI the context of plammg a background analysis, the background and most 
of the OU plammg and sampling has already been completed Thus, thls comment ti 
appropriate in theory but there is M e  chance for rmplementation. Revitalized effort 
should be directed to establishing DQOs where they were not premously established, 
and analyzing whether the sampling efforts completed to date have succeeded in 
meeting these DQOs. DOE, EPA, and CDH wdl need to look at opbons for 
correctmg the situation lfthe DQOs have not been met. 

7 Task 4. Flow Chart for ComDaring OU Data to Backpro und, Witharmnor 
exception, thrs flow chart adequately descnbes the framework for a background 
analysis The excepoon is an madequate descnptron of appropnate con&bons under 
which particular stabmcal tests should apphed. Explicit guidehes for the applicabon 
of specific statistical tests under well-defined conditions should be presented to 
cmumvent future misunderstandmgs. It would be highly useful for EPA, DOE, and 
CDH to agree to a predetemed paradigm in whch a l l  possible circumstances and 
con&trons have been antmpated and the appropnate statistnl tests identified. 
Knowing 111 advance what parhcular test will be applied under what circumstances 
wdl prevent protracted ducussions and possible disagreements 
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MPLEMENTATION ISSUES 

1 EPA, DOE, and CDH must reach consensus on procedures for defining non-detects 

2 EPA, DOE, and CDH must reach consensus on what hot measurement value should 
be used 

3. EPA, DOE, and CDH must estabhh data quahty Objectives whch address acceptable 
power and confidence levels, requlred detecbon ]units, and anticipated data 
aggregation. 

4 EPA, DOE, and CDH must =visit the assumptions which Dr Gdbert hts on page 2 
of €us cover letter Are these assumptions vahd7 What are the consequences if the 
assumpbons are violated') Can this be handled m an uncertainty analysls7 

5. EPA, DOE, and CDH must reach consensus on a paradigm for unplementation The 
issues to be resolved mclude. 

a the appmpnate background data sets by analyte, medium, and location 

b. how to deal with clearly non-random (e g, spatial) patterns 

c measurement errors and multiple non-detects 

d structure for the formal statistical tests 

e data aggregation for comparison in the statistical tests 

. 
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